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Mr. Bmce A Sehwemmer
President
Bruee”EnviroExcd&OUfJ, hC.

94 ButtermilkBridgeRoad
WashinfJoq New’Jersey07882

#

Dearm Sehwemmec

This is in responseto your letter of May 30, 1996making a submissionto the Food and
Drug Administration(FDA)pursuant to section403(r)(~ of the FederalFe@ Drug and
CosmeticAct (the act). Your submissionstates that you are making the following
statementsfor your products

“Bioseve29Anfkction”
Dietag supplementto nutritionallysupport a sense of well-beingin peoplewith
headand ekst kkCtiOllS.

.

‘%ioseve17/ArticukrProblems”
Dietay supplementto nutritionallysupport normaljo-mtand muscleIluwtion.

.

We wouldW=@out that section403(r)@)of the aet makes it clear that a statement
includedin Iabding under the authorityof that section may not claimto diagnose, . .
mitigat~ tr~ ~ or prevent a -C diseaseor class of diseases. The statementthat

you are makingfor “lMoseve29fMeetio&” however, suggests that this product is in &et
intendedfor one of these puqibseq “mthat it-i intended to treat or mitigatea disease,
namely,head and chest infixlions. Therefore this claim does not quali&as; section
403(r)(~ &m. Use of this claimon the labelor in the labding of your product is likely
to makeit subjectto regulationunder the drug provisions of the act.

The brandnape %ioseveJ7/ArtieuIar Problems”ekady implies that this produot is “*

intendedforuse by persons with dii or other health conditions related to thejoints of .. W*
the body. Any rep&entation that a produet is ‘intended for medk.al or therapeutic use
may cause the product to be considered a drug. Accord~ to section 201(j.5of the aq a
drug is defined w articles intended for w in the d@YIOS-k -% mitig~o% tr~ent or
prevention ofdkease in man or animals. The name %ioseve 17/Articular Problems”
suggests that this product is intended for other than fd use within the meaning of
section 201(g)(l)(B) of the a% in that it implies that the product is ‘intendedto treat
persons with a disease, namely artkdar, or jo”mqdisease. Therefore, the product ikme
%ioseve 17/Artic-&r Problems” establishes that the product is intended for other than
food use (i.e., it is intended to diagnose, ewe, mitigate, treat or prevent disease) and the
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pmduet is a dreg. A midkturerwho wishesto make claimsumkxsoction 201@(l) of
the act must eontactFDA’s Center forDtug Evaluation and RcseaK%(CDER),office of
Gxnplianoq DivisionofDfug LaMing Compb lb 166Ml?N,HFD-31O,7S20
StandishPlacq RocMlq Muyland 20855, and the product must be proven to be both
safe snd efkctive for its intendeduse.

We hope this Mormation is heIp&L
.

sincerelyyoq

.

. James Tanner, Ph.D.
ActingDkector

2 Divisionof Programs and
Enforcement Policy

Officeof SpecialNutritional
Center for Food %.@

and AppliedNutrition

copies:
FDA Centerfor Drug Evaluation and Resew+ Office of Complkum, HFD-300
FDA Newark Dktr@ Oflke, Office of Complianq HFR-MA340
FD& Office of the Associate Commissioner for Regulatory A%%irs,&ke of

Enforcement HFG200
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